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Burnett, Gina

From: Bill Stringfellow Quest <bill@questproducts.us>

Sent: Wednesday, March 19, 2014 11:27 AM

To: Hollis, Linda; Leahy, John; Robert EPA regulatory

Cc: Bryceland, And-~+ Cole, Leonard S.; McNally, Robert; Burnett, Gina
Subject: Re: Reliant Sys.ciic Fungicide EPA.No 83416-1 submission
Importance: High

Follow Up Flag: Follow up

Flag Status: Completed

Ms. Hollis,

Per our telephone conversation this morning on the Reliant Systemic Fungicide EPA No.83416-1
submission.
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This with the understanding that review of the Product Chemistry can be expedited and a letter of

conditional approval be issued by March 28, 2014 so that production can resume to satisfy and quell

grower/end-user demand. If at all possible could this approval document be electronically transmitted
) us to save additional time from standard mail service.

We understand the work load of accomplishing this task large but if within your powers meet our
March 28th date.

Thank you for time and effort in expediting this action.
Regards,

Bill Stringfellow

From: Hollis, Linda

Sent: Wednesday, March 19, 2014 8:56 AM

To: Bill Stringfellow Quest ; Leahy, John ; Robert EPA requlatory

Cc: Bryceland, Andrew ; Cole, Leonard S. ; McNally, Robert ; Burnett, Gina
Subject: Re: Reliant Systemic Fungicide EPA.No 83416-1 submission

Correction. My 10am has been canceled and | am available to take your call if you need to discuss the matter any
further. If not, per your voice mail, we await the resubmitted materials that will be sent electronically and through the
document processing center.

From: Hollis, Linda

Sent: Wednesday, March 19, 2014 9:48:44 AM

To: Bill Stringfellow Quest; Leahy, John; Robert EPA regulatory

Cc: Bryceland, Andrew; Cole, Leonard S.; McNally, Robert; Burnett, Gina
Subject: Re: Reliant Systemic Fungicide EPA.No ©>416-1 submission
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Cc: Bryceland, Andrew; Cole, Leonard S.; McNally, Robert v -
Subject: Reliant Systemic Fungicide EPA.No 83416-1 submission
Importance: High

Ms. Hollis:

Thank you for discussing over the telephone last Friday our application to amend EPA Reg. No. 83416-1. As
outlined below, we request BPPD to approve our pending application to amend our end use ("EP") product that
we intend to produce using an integrated system. We believe all of the necessary reviews have been completed
by BPPD. We respectfully submit that submitting a new application at this juncture to register a manufacturing
use product ("MUP") for incorporation into our EP is neither necessary, cost-effective or consistent with our
business plans. As you are aware, we are under significant continuing pressure from the end user community
to supply our Reliant Systemic Fungicide product this spring.

Quest Products explained to BPPD in writing from the outset our registration intentions — specifically, to amend
our existing registration to permit the production of our EP from an integrated process, as expressly permitted
by 40 C.F.R. § 158.325(b). Our original submission cover letter dated Sept.11, 2013 clearly set forth how and
who assisted in its development from BPPD. We requested that BPPD expedite and complete its review of the
chemistry section of our application by March 15, 2014 because we are without source of supply, and because
we are facing demands from growers for a product that will aid in preventing the loss of trees from disease this

spring.

BPPD has completed the front end primary screen of our application package. It completed its technical
review, chemistry review and data matrix review as of February 4, 2014, subject to our making some minor
additions and correction, which we have addressed or are in process of sending to the reviewer. In summary,
BPPD has completed all of the elements for a PRIA code B-681, and we request that, subject to our submitting
the last piece of information, BPPD approve our registration. We have completed all of the product chemistr
requirements to enable BPPD to approve an EPA produced from an integrated system. 40 C.F.R. §
158.325(b). Moreover, OPP policy clearly permits its divisions to amend an EPA registration from a repack to
an integrated process.

While we would hope that you would agree that we have complied with the letter of EPA's regulations, if
necessary, we are pleased to confirm our original meeting date of Thursday March 20th at 11:00 a.m. as
previously arranged by Andrew Brcyeland with you, members of your team and Assistant Director John
Leahy. The purpose of this meeting would to understand from BPPD and OPP why our application is deficient
in the context of § 158.325(b) so we, in turn, can explain to growers/end users why we are unable to meet their
demands this spring for our product which is intended to prevent the loss of trees from disease.

Thank you for your assistance in this matter. [ would appreciate your e-mailing me tomorrow to advise me if it
will be necessary for me to travel to Washington to meet with you or Thursday or whether this matter can be
resolved without a meeting.

Sincerely,

William Stringfellow
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ACTION REQUESTED

Quest Products LLC., is requesting to amend its 100 % repack registration of Reliant Systemic
Fungicide (EPA Reg. No. 83416-1) to add an unregistered source of active ingredient. The
proposed amendment will allow the company to manufacture the product instead of repackaging
an EPA registered source. In support of this action, the registrant has submitted product
chemistry data in 492168-01 and 492168-02, and is citing data with offer to pay from MRIDs
448735-01 to -06 to satisfy acute mammalian toxicity data requirements. The registrant is
providing rationale and citing studies from MRIDs 467082-19; 481934-03; 484985-13; 466458-
02;477608-31; 477608-32; 477608-33; 477608-34, and 477608-37 to satisfy subchronic
mammalian toxicity data requirements. Cited data from MRIDs 44875-08 to -11; 481376-01 and
477608-27is submitted in fulfillment of non-target organisms’ data requirement. In addition, this
submission includes amended copies of product label adding new applications to agricultural and
residential uses, and signed copies of Pre-reaction and Post-reaction CSFs, for Alternate
formulation, dated 8-30-13, and for Basic formulation, dated 3-9-12, and most recent copies of
updated CSFs, dated 3-14-2014.

RECOMMENDATIONS AND CONCLUSIONS

1. Product chemistry: Unacceptable.

la. Deficiency: The registrant needs to satisfy the requirement for Corrosion Characteristics
data. These data are required for manufacturing and end-use product according to 40 CFR
§158.2010.

1b. Deficiency: The registrant needs to include MSDSs from the suppliers of active and inert
ingredients,

listed on the CSFs for Post-reaction
Alternative and basic formulations, dated 8-30-2013, and 3-14-2014, respectively.

lc. Deﬁcienci: The submitted MSDSs are from_

do not correspond with suppliers of active and inert ingredients listed
on either, the CSFs dated 8-30-2014 for Alternative formulation, nor the most recent CSF dated
3-14-1, for Basic formulation. The suppliers listed on Post-reaction Alternative formulation CSF
(Dated 8-30-13) and Post-reaction Basic formulation CSF, dated 3-14-14, are -

1d. Deficiency: {EEEG— Y -

listed as suppliers of active ingredients listed on Pre-reaction CSF, dated 8-30-2013, for

23

Luaweal) fenuapiuod 0] PaInusd ag Aew UoIewW.IoUl 821N0S JuaipalBul 19NPOIdy



3
Alternative formulation of end-use product, Reliant Systemic Fungicide. In MRID (pg. 11)
however, these active ingredients are described as materials used to produce the product.

le. Deficiency: Pre-reaction and Post-reaction CSFs do not seem to correspond in composition,
but the registrant makes no distinction between them, because the product name on item 3, and
values listed for density and pH in items 7 and 8, respectively, on both CSFs are the same. The
registrant should verify the identity of each CSF, and that Density and pH values listed on items
7 and 8, respectively, of these different CSFs are identical for both Pre-reaction and Post-
reaction Alternative formulation.

2. Mammalian Toxicity: Acceptable.

The registrant has cited studies in MRIDs 448735-01 to 448735-06 in fulfillment of acute
mammalian toxicity data requirement. The product is classified in toxicity category III for dermal
toxicity and eye irritation. The registrant has provided rationale together with cited studies in
MRIDs 467082-19; 477608-31; 481934-03; 484985-13; 466458-02; 477608-32; 466458-03;
477608-33; 477608-34, and 477608-37 to satisfy ea |individual Subchronic mammalian
toxicity data requirement.

3. Non-Target Organisms: Acceptable.

The registrant has adequately satisfied the required non-target organisms’ studies, oral and
dietary avian toxicity, toxicity of fresh water invertebrate and fresh water fish, non-target plants.
and non-target insects with cited data in MRIDs 448735-08 to 448735-11; 481376-01 and
477608-27.

BACKGROUND INFORMATION

Reliant Systemic Fungicide (EPA Reg. No. 83416-1) is a Systemic fungicide for the control of
various plant diseases affecting fruits and vegetables. The current registration is a 100 % repack
of Mono- and di- potassium salts of phosphorous acid |||} ]S The registrant is
requesting a change in registration to add an unregistered source of active ingredient. In addition,
the registrant is proposing to expand applications range for agricultural and residential uses to
include control of various plant pathogens affecting fruits and vegetable plants, herbs and spices,
and in hydroponic plant production.

STUDY SUMMARY

Product Chemistry:

*Product ingredient source information may be entitled to confidential treatment*
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TABLE 1. Physical and Chemical Properties for Reliant Systemic Fungicide
Guideline Reference No./Property Description of Result Methods
830.6302 Color Clear blue Visual inspection
830.6303  Physical State Liquid Visual inspection
830.6304 Odor Odorless Qualitative determination
830.6313  Stability N/A
830.6315 Flammability N/A
830.6316 Explodability N/A
830.6317  Storage Stability Data to be submitted upon
completion of study
830.6319 Miscibility N/A
830.6320 Corrosion Characteristics REQUIRED
830.7000 pH 5.72at22°C pH meter
830.7050 UV/Visible Absorption N/A
830.7100 Viscosity 3.17 nm’ at 24 °C Gravitational flow thru
2.52 nm” at 43 °C capillary viscometer
830.7200 Melting Range N/A
830.7220 Boiling Range 107.2°C Calculated
AT[,: Kb m i

830.7300 Density/Relative Density/Bulk Calculated:

Density 1.37 g/ml D = mass (g) / vol. (ml)

Pycnometer

830.7520 Particle size, fiber length, N/A

diameter distribution
830.7550 Partition coefficient N/A

(n-Octanol/water)
830.7840 Water Solubility N/A
830.7950  Vapor Pressure N/A

Data from MRID 492168-02.
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Non-Target Organisms:
Study Type/OPPTS Guideline LDsy/L.Cso/Results Toxicity Category MRID

Avian Acute Oral/OPPTS 850.2100 > 2,000 mg/kg Slightly toxic 448735-08
Avian Dietary/OPPTS 850.2200 > 5,000 ppm v 448735-09
> 1,200 ticall ~toxi 448735-11

Freshwater nvertebrate/OPPTS 850.1010 mg/L Practically non-toxic
Freshwater Fish LCSO/OPPTS 850.1075 > 790 mg/L v 448735-10
Non-target Plants/OPPTS 850.4100 No phytotoxic 481376-01
No toxic to bees 477608-27

Non-target Insects 850.3020

Test substance was 53 % Mono- and di-potassium phosphite, 12.2 % phosphorus, 28 %

phosphorous.

cc: Clara Fuentes, RAL Gina Burnett, BPPD Chron File, IHAD/ARS FT, PY-S: 03/18/2014.
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CONFIDENTIAL APPENDIX

*Pages 28-30 Manufacturing process information may be entitled to confidential treatment*
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*Pages 32-49 Product ingredient source information may be entitled to confidential treatment*
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Products Corp.

11712 230" St.
Linwood, KS 66052

March 13, 2014

Leonard S. Cole, Jr., Senior Regulatory Specialist

Biochemical Pesticides Branch

Biopesticides and Pollution Prevention Division (7511P)

US Environmental Protection Agency

Room S-4900, One Potomac Yard

2777 South Crystal Drive

Arlington, VA 22202-4501

I

RE: RELIANT SYSTEMIC FUNGICIDE, EPA Reg. No. 83416-1
Submission of requested documents

Quest Products LLC., 11712 230" Street, Linwood, KS 66052, is submitting the following
information to address several deficiencies in our submitted amendment of 9-11-13:

 Carrected Pre Reaction Confidential Statement of Formula to fix CAS# forl

Corrected Post Reaction Confidential Statement of Formula to fix nomenclature and
CASi# for |} impurity;

e Revised Data Matrix that includes MRID numbers for submitted Product Chemistry,
additions of uv/visible and water solubility submissions and, addition of citations for 850-
3020 and 850-4100 guideline requirements;

Public copy of Data Matrix and;

Material Safety Data Sheets for Phosphorous Acid and Potassium Hydroxide (Pre
Reaction materials). Additionally, an MSDS for the [ S vsecd as a Post
Reaction material is attached.

Please be advised that Quest will submit studies regarding Storage Stability (830-6317) and
Corrosion Characterization (830-6320) as indicated in our submission.

If you have any questions or need any additional information, please to contact me at (215) 718

6419 or mailto:rrosenwasser@verizon.net.

Sincerely, : . .:
Robert Rosenwasser A '.
Agent for Quest Products, LLC sececs

50

LJuawieal) [enuapiyuod 0] PaIud ag Aew uoirewIolul JuaIpaIBul UsU|y

LJuawieal) [enuapyuod o) papnua ag Aew uonew.oul ssasoid Buunoejnue,



51



52



53



54



55



56



57



(\ lest

Products

Firding s Wayd 10 bepresd £
Troatment of Trees and Plants.

11712 230 Street
Linwood, Kansas 66052
Phone 785-542-2577
Fax 785-542-2531

March 12, 2014

Dear Linda Hollis:

Yes, we want to proceed with a face-to-face meeting as soon as possible with
you, Andrew Bryceland and Leonard Cole regarding the Reliant Systemic
Fungicide EPA No 83416-1 submission. Preferably the meeting could take place
next week on March 20th or 21st.

This request is also being sent to you via paper document overnight to assure
that you are in receipt of it. This because telephonic requests and email
communications have not been effective methods of communicating with you or
your direct repor 2am members because they go unanswered.

Robert Rosenwasser of R&R Consulting, our regulatory representative, has just
now remarkably been able to communicate with Leonard Cole about the status of
the submission and addressing identified deficiencies that we have been
requesting communications on since the date of submission. These requests for
status and progress updates were repeatedly requested specifically in case if
additions or modifications were needed to the original package, submitted on
September 11, 2013, because we are without supply for the season. This was
communicated in the original document submission.

Recently identified deficiencies by Mr. Cole as of today will be addressed and
submitted by R&R Consulting on Quest’s behalf on or before the face-to-face
meeting with you and your team members.

If any communication of substance would have taken place prevuousJy.\mﬂ\ yod..‘.s
or your department team as we repeatedly requested we would not be mihis -

current situation of having growers/end users calling and writing EPAfor actlon.....
and requesting a face to face meeting. o e

In regards to the 100% Repack Guidance Document used for referenée.iﬁ this -
submittal, this document and the guidance provided for the submittal itself wag ...
provided by Gina Burnett, | believe one of your team members.
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This was clearly presented and communicated in the original submission as to
how the submittal was originally developed and from where the guidance was
derived.

As to Leonard Cole being unavailable during January and February, | am
dumbfounded that EPA backup staff was not available or able to address his
area of responsibility while unavailable for such a prolonged period of time.

In reference to the face-to-face meeting agenda our talking points are still
unchanged from previous communication:

What is the current status of the chemis.., .......?

if the chemistry review .is finalized and approved can a letter of approval for the
new source of active ingredient be issued so that we can produce product for the
current seasonal demand?

This has always been the basis for our request for an accelerated review of the
chemistry side of the submission.

The additional uses submitted can then be reviewed as per the PRIA date or can
they be approved as well at this time? The chemistry submission section is the
most important of the entire submission.

Regards,
W

William Stringfellow

cc: Robert McNally
Robert Rosenwasser
Leonard Cole
Andrew Bryceland
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*Product ingredient source information may be entitled to confidential treatment*
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Mono- and di- potassium salts of phosphorous acid
PC Codes: 076416 DP Number(s): 416738

EPA Reg. or File Symbol No: 83416-1

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 2046(

OFFICE OF CHEMICAL SAFETY AND POLUTION PREVENTION/OFFICE OF PESTICIDE PROGRAMS

MEMORANDUM
DATE: Feb. 4, 2014
SUBJECT: Science Review in support of registration amendment for regisicrea prouuc.,

'ROM:

TO:

Reliant Systemic Fungicide, containing 45.8 % w/w Mono-and di- potassium salts
of phosphorous acid as active ingredient.

Decision Number: 483282

DP Number: 416738

EPA File Symbol N=mhe=; 83416-1

Chemical Class: Biochemical

PC Code: 076416

CAS Number: 13492-26-7/ 13977-65-6

Active Ingredients: Mono- and di- potassium salts of phosphorous
acid

Tolerance Exemptions: 40 CFR 180.1200

MRID Numbers: 492168-01 and 492168-02

Clara Fuentes, Ph.D. /

Entomologist

T" ¢ alPesticides Branch

Biopesticides & Pollution Prevention Division (7511P)
Leonard Cole, Regulatory Action Leader

Biochemical Pesticides Branch
Biopesticides & Pollution Prevention Division (7511P)
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ACTION REQUESTED

Quest Products LLC., is requesting to amend its 100 % repack registration of Reliant Systemic
Fungicide (EPA Reg. No. 83416-1) to add an unregistered source of active ingredient. The
proposed amendment will allow the company to manufacture the product instead of repackaging
an EPA registered source. In support of this action, the registrant has submitted product
chemistry data in 492168-01 and 492168-02, it is citing data with offer to pay from acute
mammalian toxicity in MRIDs 448735-01 to -06, and non-target organism studies in MRIDs
44875-08 to -11. In addition, the registrant has submitted amended copies of product label
adding new applications to agricultural and residential uses, and signed copies of CSFs, for
alternate formulation, dated 8-30-13, and for basic formulation, dated 3-9-12.

RECOMMENDATIONS AND CONCLUSIONS

1. Product chemistry: Unacceptable.

la. Deficiency: The registrant needs to satisfy the following physical/chemical characteristic
data requirements: Corrosion Characteristics, UV/Visible Absorption, and Water Solubility.
These data requirements are applicable to this product, produced by an integrated formulation
system, containing an unregistered source of active ingredient.

1b. Deficiency: The CAS No. [l for one of the impurities listed on the CSF is
unknown to the Agency (Refer to Confidential Appendix for information on product composition
and manufacturing process).

lc. Deficiency: The CAS No. ] listed in Pre-Reaction CSF for one of the starting
materials is incorrect. It should be replaced with the correct CAS No. [ (Refer to
Confidential Appendix for information on product composition and manufacturing process).

1d. Deficiency: The registrant needs to include MSDSs from the listed suppliers of active and
inert ingredients present in the formulation.

2. Mammalian Toxicity: Acceptable.

Acute mammalian toxicity data from cited studies in MRIDs 448735-01 to 448735-06 are
Acceptable. The product is classified in toxicity category III for dermal toxicity and eye
irritation. Required sub-chronic mammalian toxicity data are not being referenced for lack of
citable data.

3. Non-Target Organisms: Unacceptable.
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3a. Deficiency: Non-target plants and non-target insects data are not been addressed, and they
should be. The registrant should address non-target plants and non-target insects’ toxicity to
satisfy all non-target organisms’ data requirements,

Cited data for non-targets oral and dietary avian toxicity, toxicity of fresh water invertebrate and
fresh water fish in MRIDs 448735-08 to 448735-11, are Acceptable.

BACKGROUND INFORMATION

Reliant Systemic Fungicide (EPA Reg. No. 83416-1) is Systemic fungicide for the control of

various plant diseases affecting fruits and vegetables. The current registration is a 100 % repack
of Mono- and di- potassium salts of phosphorous acid * The registrant is
requesting a change in registration to add an unregistered source of active ingredient. In addition,
the registrant is proposing to expand applications range for agricultural and residential uses to
include control of various plant pathogens affecting fruits and vegetable plants, herbs and spices,
and hydroponic plant production.

STUDY SUMMARY

Product Chemistry:
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CONFIDENTIAL APPENDIX
*Pages 74-75 Manufacturing process information may be entitled to confidential treatment*
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QUEST PRODUCTS LLC
PH. 785-542-2577
11712 230TH ST,

LINWOOD, KS 66052
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R #rg,

T &%) Re:EPA Registration issue [

Y=z Linda Holiis to: [ 05/30/2012 11:51 AM
Dear [N

As discussed with you over the phone, | have looked into the case file for the competitive product Reliant
Systemic Fungicide, EPA Reg No. 83416-1, registered on March 22, 2012, As expected, the Agency did

not make any errors with regard to jssuing this registration. The application was submitted as a 100
Pt ST ot it ARSI SAR T 5.6
repacked product, certain forms need to be submitted. These forms include: application for registration, a
formulator's exemption form and a confidential statement of formula which explicitly states that the product
is a 100% repack of another product. All of the above forms were submitted. in addition, the product

labeling does not contain any additional use sites, which would not be allowed under a repack registration.

Therefore, | am afraid, as | eluded to over the phone, that your case is of a matter that you may or may
not elect to investigate any further as the EPA was not in error in issuing the registration for the above
product.

Linda A. Hollis, MS

Chief, Biochemical Pesticides Branch
Biopesticides and Pollution Prevention Division
Office of Pesticide Programs (7511P)
U.S. Environmental Protection Agency
One Potomac Yard

2777 S. Crystal Drive

Arlington, VA 22202
hollis.linda@epa.gov

(703) 308-8733 (phone)

(703) 308-7026 (fax)

Visit http://www.epa.gov/pesticides

"The journey of 1000 miles begins with one step.....Take the step”

B Linda, Thank you for your time this moming. 05/23/2012 03:55:06 PM
From:
To: Linda Hollis/DC/USEPA/US@EPA
Date: 05/23/2012 03:55 PM
Subject: EPA Registration issue
Linda,

Thank you for your time this morning.
Attached is a letter requesting that EPA investigate and cancel the re-pack registration for Reliant
Fungicide due to the fact that Quest Products does not have our permission to do so.

Also attached is a letter that was sent to EPA before Reliant was officially registered.
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if you check the labels for Reliant and-you will see that they are the same label.

To me this is no more than an attempt to steal our registration and | believe that this is not the intent of
EPA to allow this type of activity.

Please contact me as soon as possible to let us know what we need to do to get re-pack registration
canceled.

Thank you,
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*Product ingredient source information may be entitled to confidential treatment*
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